Remarks 

Claims 1 and 5 are pending in this application. Pursuant to a 
restriction requirement, claims 2-4 and 6 are canceled without prejudice to 
Applicants' right to pursue the subject matter recited by them in one or more 
divisional, continuation, or continuation-in-part applications. Applicants respectfully 
submit that claims 1 and 5 are allowable for at least the following reasons. 

The Obviousness-Type Double Patenting Rejection Should Be Withdrawn 

On pages 2-3 of the Office Action, claims 1 and 5 are rejected under 
judicially created obviousness-type double patenting over claims 1-19 of U.S. Patent 
No. 6,667,316 ("the '316 patent"). In particular, it is alleged that claims 1 and 5 are 
not patentably distinct from claims 1-19 of the '316 patent because they recite, in part, 
methods of reducing elevated levels of PDE IV and treating an inflammatory or 
autoimmune disease using the compounds recited by claims 1-19 of the '316 patent. 
Applicants respectfully traverse this rejection. 

An important question to be asked in determining whether a non- 
statutory basis exists for a double patenting rejection is whether "any claim in the 
application define an invention that is merely obvious variation of an invention 
claimed in the patent." Manual of Patent Examining Procedure ("MPEP") § 804 
ILB.l (emphasis added). Although a double patenting rejection of the obviousness- 
type involves analysis similar to that under 35 U.S.C. § 103, "the patent principally 
underlying the double patenting rejection is not considered prior art." Id. Therefore, 
"when considering whether the invention defined in a claim of an application is an 
obvious variation of the invention defined in the claim of a patent, the disclosure of 
the patent may not be used as prior art ." Id. (emphasis added). 

It is well-settled that claims to a compound are patentably distinct from 
claims to methods of using that compound. Despite this fact, it is alleged in the 
Office Action that the pending claims, which recite methods of using a genus of 
compounds, are not patentably distinct from the claims that recite the compounds 
themselves. For support, the Examiner points to certain portions of the specification 
of the '316 patent where it discloses that the compounds can be used for the methods 
recited by the pending claims. See Office Action, page 3. But only the claims, not 
the specification, of the '316 patent can form the basis for an obviousness-type double 
patenting rejection. The Office Action provides no other evidence that the claimed 
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invention is an obvious variation of that claimed in the '316 patent. Consequently, 
Applicants respectfully request that the obviousness-type double patenting rejection 
of the pending claims be withdrawn. 

The Rejection Under 35 U.S.C. $ 112 Should Be Withdrawn 
On pages 3-5 of the Office Action, claims 1 and 5 are rejected as 
allegedly failing to comply with the enablement requirement. In particular, based on 
the analysis of factors set forth in In re Wands, 858 F.2d 731, 737 (Fed. Cir. 1988) 
{"Wands factors"), it is alleged that the pending claims are not enabled. Applicants 
respectfully traverse this rejection. 

The test of enablement is whether one reasonably skilled in the art 
could make or use the invention from the disclosures in the patent coupled with 
information known in the art without undue experimentation. U.S. v. Telectronics, 
Inc., 857 F.2d 778, 785 (Fed. Cir. 1988). The examiner has the initial burden to 
establish a reasonable basis to question the enablement provided for the claimed 
invention. MPEP, § 2164.04 (citing//? re Wright, 999 F.2d 1557, 1562 (Fed. Cir. 
1993)). Accordingly: 

A specification disclosure which contains a 
teaching of the manner and process of 
making and using an invention in terms 
which correspond in scope to those used in 
describing and defining the subject matter 
sought to be patented must be taken as being 
in compliance with the enablement 
requirement ... unless there is a reason to 
doubt the objective truth of the statements 
contained therein which must be relied on 
for enabling support 

* * * 

It is incumbent upon the Patent Office, 
whenever a rejection on this basis is made, 
to explain why it doubts the truth or 
accuracy of any statement in a supporting 
disclosure and to bach up assertions of its 
own with acceptable evidence or reasoning 
which is inconsistent with the contested 
statement. 

Id. (emphases added). 
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Applicants respectfully submit that the pending claims are enabled 
because the specification "contains a teaching of the manner and process of making 
and using an invention in terms which correspond in scope to those used in describing 
and defining the subject matter sought to be patented." Id. For example, the 
specification teaches that PDE IV can be inhibited using compounds of the invention. 
The specification, page 24, lines 10-11. Likewise, the specification teaches that an 
inflammatory or autoimmune disease can be treated by using compounds of the 
invention. Id., lines 14-15. Methods of preparing the compounds are described in 
detail on pages 13-17 of the specification, as well as in the Examples section of this 
application. Dosages and routes of administration are described, for example, on 
pages 23-24 of the specification. All that is required for those of ordinary skill in the 
art to practice the claimed invention is to administer the specified amount of the 
specified compound using the specified routes of administration. Therefore, it is clear 
that the application provides sufficient guidance to allow those of ordinary skill in the 
art to make and use the claimed invention. 

Furthermore, Applicants respectfully submit that the analysis of Wands 
factors provided in the Office Action is not a factual basis that supports the allegation 
that the pending claims are not enabled. For example, while it is alleged that the 
unpredictability of reducing PDE IV levels is "high," all that is provided is an 
allegation that "there are various types of diseases that elevate the PDE-IV levels, and 
there are different types of inflammatory and autoimmune diseases." Office Action, 
page 3. Furthermore, while the analysis sets forth a general allegation that those of 
ordinary skill in the art have to unduly test "many conditions that may cause" the 
elevated levels of PDE IV or inflammatory or autoimmune diseases in order to 
practice this invention, no specific "reason to doubt the objective truth of the 
statements" is provided in the Office Action. MPEP, §21 64.04. 1 

Applicants further submit that no undue experimentation is necessary, 
contrary to what is alleged in the Office Action. Some factors that may —but need 
not 2 — be considered in determining whether experimentation is undue include the 

1 Indeed, Applicants are not aware of any requirements that the underlying causes of 
a disease must be understood for one to claim the treatment of that disease. 

2 Amgen, Inc. v. Chugai Pharmaceutical Co., Ltd., 927 F.2d 1200, 1230 (Fed. Cir. 
1991), cert, denied, 502 U.S. 856 (1991) ("it is not necessary that a court review all the 
Wands factors to find a disclosure enabling. They are illustrative, not mandatory."). 
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quantity of experimentation necessary and the amount of direction or guidance 
provided. Wands, 858 F.2d at 737. In Wands, the Court of Appeals for the Federal 
Circuit held that claims directed to immunoassay methods were enabled, even though 
in order to practice the claimed invention one would have to screen "hybridomas to 
determine which ones secrete antibody with desired characteristics." Id. at 740. This 
was because "[practitioners of this art are prepared to screen negative hybridomas in 
order to find one that makes the desired antibody." Id. 

As in Wands, the Examiner here is objecting to what is basically a 
screening step. Yet here, the screening is not nearly as complex, as the claimed 
invention is directed to the use of specific, readily obtainable compounds, for which 
routes of administration and amounts are set forth in the specification. Moreover, the 
determination by a physician as to whether a compound is effective in treating a 
disease in a given patient is a type of determination that is always made by physicians 
for every pharmaceutical. Indeed, the determination is a routine one that every 
physician is prepared to make, and which requires little or no effort. Therefore, 
Applicants respectfully submit that one reasonably skilled in the art could make or use 
the invention as claimed without undue experimentation. 

In sum, Applicants respectfully submit that: (1) the specification 
provides sufficient information and guidance to those of ordinary skill in the art to 
make and use the claimed invention; (2) no specific evidence is provided in the Office 
Action as to why the Examiner doubts the statement made in this application; and (3) 
to the extent any experimentation is necessary, such experimentation is not undue. 
Therefore, Applicants respectfully submit that all claims pending in this application 
are allowable, and request that their rejection be withdrawn. 
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No fee is believed to be due for this submission. Should any fees be 
required, however, please charge such fees to Jones Day Deposit Account No. 



503013. 



Respectfully Submitted, 



Date: 



April 18. 2005 




(Reg. No.) 



44.479 



Jones Day 

51 Louisiana Avenue, N.W. 
Washington, DC 20001-21 13 
(202) 879-3939 

For: Anthony M. Insogna (Reg. No. 35,203) 
Jones Day 

12750 High Bluff Drive, Suite 300 
San Diego, CA 92130 
(858)314-1200 
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